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with the operation are under positive
control as defined in the applicable
SOP and that the operation complies
with the criteria of this regulation and
DA Pam 385–69.

§ 626.9 Inspections.
(a) Biosafety laboratories require

periodic (at least quarterly for BL–1
and BL–2 and monthly for BL–3 and
BL–4 laboratories), inspections by safe-
ty and health professionals. Safety offi-
cials will document the inspections, as-
sure that deviations from safe prac-
tices are recorded, and that rec-
ommended corrective actions are
taken. If deviations are life threaten-
ing, this area will be restricted until
corrective actions are accomplished.
New RDTE efforts involving etiologic
agents will be evaluated and inspected
prior to start-up to assure equipment,
facilities, employee training, and pro-
cedures are in place and adequate for
the introduction of BDP material.
Safety officials will maintain such
records for 3 years and will review the
records at least annually for trends re-
quiring corrective actions.

(b) Supervisors shall inspect work
areas frequently (at least weekly) and
take corrective actions promptly.

§ 626.10 Transportation of BDP etio-
logic agents.

(a) Etiologic agents utilized in the
BDP shall be packed, labeled, marked,
prepared for shipment, and shipped in
accordance with applicable Federal,
State, and local laws and regulations,
to include 42 CFR part 72, ‘‘Interstate
Shipment of Etiologic Agents,’’ 49 CFR
parts 172 and 173 (Department of Trans-
portation), 9 CFR part 122 (USDA Re-
stricted Animal Pathogens), and DA
Pam 385–69.

(b) Etiologic agents shipped to sup-
port the BDP will use secondary ship-
ping containers which are sealed with a
crimped lid (see app D, DA Pam 385–69).

(c) BDP organizations and contrac-
tors who provide etiologic agents will
ship all etiologic agents by private car-
rier. The United States Postal Service
will not be used to transport etiologic
agents required for the BDP.

(d) In addition to the above require-
ments, shipments of BL–4 etiologic
agents will be hand carried by Govern-

ment courier or under the immediate
supervision of a responsible party. This
individual must be knowledgeable
about the potential hazards of the ma-
terials and be able to monitor all as-
pects of the shipment to ensure that
required transfers have been completed
and documented and final receipt has
been accomplished and acknowledged.

(e) Audit trails of all BDP etiologic
agent shipments and receipts of such
agents shall be established and main-
tained for at least 3 years. Such audit
trails shall identify date of shipment,
carrier, addresses of the shipper and re-
cipient, and agent(s) shipped and re-
ceived.

§ 626.11 General construction plans.

General construction plans for BDP
facilities, as well as for changes in use
of facilities, will be submitted through
the chain of command to HQDA, Army
Safety Office, DACS–SF, WASH DC
20310–0200 for safety review and ap-
proval. Plans shall be forwarded for
new construction or major modifica-
tions of facilities used in the BDP. The
facility system safety requirements of
AR 385–16 and AR 415–15 shall be fol-
lowed. Simultaneously, RDTE require-
ments that necessitate such renova-
tion, modification, or construction
shall be submitted through the chain of
command to HQDA, OASA(RDA),
SARD–ZT, WASH DC 20310–0103 for re-
view and approval.

§ 626.12 Maximum credible event
(MCE).

(a) Because of the complexity of the
RDTE conducted in the BDP, the range
of potential consequences that could be
associated with a mishap must be con-
sidered. MCE is a risk analysis tech-
nique which provides a useful tool for
estimating the effectiveness of existing
safeguards. The potential for events
must be carefully analyzed to deter-
mine the MCE that could occur and
cause a mishap. All hazard analysis
and general construction plans men-
tioned in § 626.11 will include a consid-
eration of an MCE.

(b) The term MCE, as used herein, is
analogous to a realistic worst-case
analysis. The best available credible
information will be applied to estimate
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